
LAW OFFICES 

HYMAN, PHELPS 6 MCNAMARA, P.C. 
700 THIRTEENTH STREET, NW 

SUITE 1200 

WASHINGTON. D. C. 20005-5929 

JAMES R. PHELPS 
PAUL m. HYMAN 
ROBERT A. DORMER 
STEPHEN H. McNAmARA 
ROGER C. THIES 
THOMAS SCARLETT 
JEFFREY N. GIBBS 
BRIAN J DONATO 
FRANK J. SASINOWSKI 
DIANE 8. McCOLL 
A. WE5 SIEGNER, JR. 
ALAN m. KIRSCHENBAUM 
DOUGLAS B. FAROUHAR 
JOHN A. GILBERT. JR. 
JOHN R. FLEDER 

ROBERT T. ANGAROLA 
(1945-19961 

12021 737 - 5600 

FACSIMILE 

,2021737-9329 

2603 MAIN STREET 

SUITE 650 

IRVINE, CALIFORNIA 92614.4260 

1949) 553-7400 

FACSIMILE 

19491 553- 7433 

www.h~m.com 

DIRECT DIAL. (202) 737-4287 

February 15,200l 

BY FACSIMILE/CONFIRMATION COPY BY MAIL 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

SAMIA N. RODRIGUEZ 
MARY KATE WHALEN 

OF COUNSEL. 

JENNIFER 8. DAVIS 
FRANCES K. WU 
DAVID E. CLISSOLD 
KATE DUFFY MAZAN 
HOLLY m. EAYNE 
CASSANDRA A. SOLTIS 
JOSEPHINE m. TORRENTE 
MICHELLE L. BUTLER 
PATRICIA A.A. VANSTORY 
THOMAS R. GIBSON 
LEIGH E. KENNEDY. 
ANNE MARIE MURPHY l 

PAUL L. FERRARI 
JEFFREY N. WSRSTEIN 
BRIAN J. MALKI 

k 

.NOT AoMbTTED IN DC‘.&.! 

m 

Re: OOP-16OOKPl - Suitability Petition to File an ANADA for an Ivermectin 
Product for Oral lJse in Horses (Iverdex@ Equine) 

To Whom It May Concern: 

This is an addendum to the cover letter (corrections to the above Re: line) for the 
Letter of Clarification originally dated February 13, 200 1, on behalf of our client, Royer 
Biomedical, Inc. (“Royer”, formerly known as Buford Biomedical, Inc.). 

If you have any questions about this Letter of Clarification, please contact my 
colleague, Brian J. Malkin, or me at 202-737-5600. 

Sincerely, 

&xh.- ,q. /f.l tQ2&, 4, 

Frank J. Sasinowski 

FJS/BJM/dng 
Enclosure 
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cc: Lonnie Luther (HFV- 102) 
Sam Hansard, II (HFV-102) 
Center for Veterinary Medicine 
Food and Drug Administration 

Dr. Garfield Royer 
Royer Biomedical, Inc. 

Dr. Gerald Guest 
Consultant to Royer Biomedical, Inc. 
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Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: OOP-16OOKPl - Suitability Petition to File an ANADA for an lvermectin 
Product for Oral Use in Horses (Iverdex@ Equine) 

To Whom It May Concern: 

On behalf of our client, Royer Biomedical, Inc. (“Royer”, formerly known as Buford 
Biomedical, Inc.), we are filing the attached Letter of Clarification to the above-referenced 
petition (dated November 1, 2001) as indicated in our February 2,200l letter to the file. 
This Letter of Clarification presents in writing information that was presented or discussed 
during the Royer meeting with the Center for Veterinary Medicine (“CVM”) on January 25, 
2001, and includes publicly available information regarding case precedent in CVM, and 
should not present new information requiring additional notice and comment. 

If you have any questions about this Letter of Clarification, please contact my 
colleague, Brian J. Malkin, or me at 202-737-5600. 

Sincerely, 

%Ldpwe~ 
Frank J. Sasinowski 

kzL++%& 
Brian J. Malkin 
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cc: Lonnie Luther (HFV- 102) 
Sam Hansard, II (HFV- 102) 
Center for Veterinary Medicine 
Food and Drug Administration 

Dr. Garfield Royer 
Royer Biomedical, Inc. 
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Dr. Gerald Guest 
Consultant to Royer Biomedical, Inc. 


